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Applicants: 



Mark Tawa, et al. 



Confirmation No.: 



4554 



Application No.: 



10/541,216 



Group Art Unit: 



1627 



Filing Date: 



June 29, 2005 



Examiner: 



Claytor, D.R. 



For: 



PHARMACEUTICAL COMPOSITIONS WITH IMPROVED 
DISSOLUTIONS 



DECLARATION UNDER 37 CF.R. § 1,132 



I, Mark Tawa, a named inventor in the above-identified patent application declare that: 

1 . I have read and understand the rejection of claims 46-68 under 35 U.S.C § 1 02 in the 
December 23, 2010 final Office Action, In particular, I understand that claims 46-48 are 
rejected as being anticipated by Remenar et al. (U.S. Published Application No. 
20060052432), 

2. I understand that the Examiner asserts that: 

a. Remenar et al. claims priority to U.S. Application Serial No. 60/427,086, which 
was filed on November 15, 2002; 

b. U.S. Application Serial No. 60/427,086 discloses a sodium salt form of 
celecoxib. 

c. U.S. Application Serial No. 60/427,086 discloses that a poloxamer can act as a 
precipitation retardant. 

d. Priority for Remenar et al goes to at least November 15, 2002. 
(See final Office Action at page 2). 

3. I and my co-inventors were in possession of the invention claimed in the above- 
identified patent application prior to November 15, 2002, the earliest filing date for 
Remenar et al This is evidenced by the contents of the attached laboratory notebook 
pages. 

4. The dates on each of the laboratory notebook pages, which have been redacted, were all 
prior to November 15, 2002, 



Application Serial No, 10/541,216 

5. The laboratory notebook pages demonstrate that 1 and my co-inventors were in 

possession of the invention recited in claims 46-68 prior to the November 15, 2002 filing 
date. More particularly, the laboratory notebook pages demonstrate that I and my co- 
inventors prepared: 



A pharmaceutical composition comprising a salt form of celecoxib and a poloxamer, 
(See Laboratory Notebook No. 129, Pages 14-18). 

A pharmaceutical composition comprising a salt form of celecoxib and an enhancer 
(e.g., hydroxypropylcellulose and hydroxypropylmethylcellulose). Laboratory 
Notebook No. 114, Pages 100-102 



The declarant further states that the above statements were made with the knowledge that willful 
false statements and the like are punishable by fine and/or imprisonment, or both, under Section 
1 001 of Title 1 8 of the United States Code, and that any such willful false statement may 
jeopardize the validity of the above-identified patent application or any patent resulting 
therefrom. 



Date: 





Attachments: 

Laboratory Notebook No, 129, Pages 14-18 
Laboratory Notebook No. 114, Pages 100-102 
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Notes: 

1. Average dataset between two replicate measurements 

2, Shift effect with respect to time (i.e., maximum cone.) have been ignored. 
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